IRB: A Review of Human Subjects Resear ch

|RB: A Review of Human Subjects Research is published six times a year by
The Hastings Center, Garrison, New Y ork 10524-5555.

These Reports are available from the CDC Information Center and the Human Subjects Office. Contact Fran Sanden
(404-639-7249) if you'd like a particular article.



o8]

Table of Contents

March 1979 (Volume1l, No. 1)

1 Changing Federal Regulation of IRBs: The Robert J. Levine
Commission's Recommendations and the
FDA's Proposals
2. Welcometo IRB: Plans and Policies Robert J. Levine
3. Advice on Compensation: One IRB's Response to Robert J. Levine

DHEW's'Interim Final Regulation'

4. CASE STUDY: Consent to the Use of an AngelaR. Holder
Investigational Cardiac Assist Device

5. UPDATE: The President's Ethics Commission
IsCreated . . .

6. UPDATE: And the HEW Ethics Advisory Board
Continuesto Debate

April 1979 (Volume1, No. 2)

7. We Shall Overcome: Multi-Ingtitutional Review Carol Dublere Kavanagh
of a Genetic Counsdling Study Daryl Matthews
James R. Sorenson
Judith P. Swazey
8. CASE STUDY: Should Medical Students Be Research Thomas A. Shannon
Subjects?
9. Advice on Compensation: More Responses to DHEW's Robert J. Levine

'Interim Final Regulation’

10. UPDATE: Ethics Advisory Board: In Vitro
Fertilization s 'Ethically Acceptable

11. UPDATE: Ethics Advisory Board Approves Waivers
for Fetoscopy Research

12. UPDATE: California Laws on 'Human
Experimentation' and 'Experimental Drugs

May 1979 (Volume1, No. 3)
13. Confidentiality Certificates: A Measure of Natalie Reatig
Privacy Protection

14. CASE STUDY: Consent in a Neonatal Screening Thomas A. Shannon
Program



15.

16.

Liability and the IRB Member: The Legal
Aspects

Liability and the IRB Member: The Ethical
Aspects

June/July 1979 (Volume 1, No. 4)

17.

18.

19.

20.

Longitudinal Studies, Sequential Design,

and Grant Renewals; What to Do With
Preliminary Data

CASE STUDY: The Use of Placebo and Deception
Robert D. Reece

Fetal Research: A Commissioner's Reflection

UPDATE: DHEW Proposes Rules for Suspending
Institutions From Grant Eligibility

August/September 1979 (Volume 1, No. 5)

21

22

23.

24,

The IRB's Monitoring Function: Four Concepts
of Monitoring

CASE STUDY: Risk-Taking in Cancer Chemotherapy

Decelving Dentists: Health Care Providers as
'Subjects at Risk'

UPDATE: Prisoner Loses Suit Claiming Coercion
to Participate in Research

October 1979 (Volume 1, No. 6)

25,

26.

27.

28.

29,

30.

31.

IRBs and Social Science Research: The Costs
of Deception

CASE STUDY: Ina"No-Risk" Protocol, Doesthe
Purpose Count?

COMMENTARY: Property Rights and Excised Tissue

INQUIRY: What Should Consent Forms Say About
Cash Payments?

UPDATE: Califano Grants Fetoscopy Research
Waiver; Comment Period Open

UPDATE: Court Holds Maryland Prison Vaccine
Testing Program Constitutional

UPDATE: Senate Committee Approves Some
Cogt-Sharing Exemptions from Research
Regulations

AngelaR. Holder

Robert M. Veatch

Robert M. Veatch

Fay A. Saber

Karen A. Lebacgz

Erica J. Heath

Robert M. Veatch

Robert J. Levine

Diana Baumrind

EricaJ. Heath

Leonard H. Glantz

Robert J. Levine



November 1979 (Volume 1, No. 7)

32.

33.

35.

36.

Changing Federal Regulation of IRBs, Part 1I:
DHEW's and FDA's Proposed Regulations

A Consent Form Does Not Informed Consent Make

INQUIRY: What Commitment is Made by a Witness
to a Consent Form?

UPDATE: President's Bioethics Commission
Members Are Nominated by White House

UPDATE: EAB Considers Exclusions from Freedom
of Information Act for CDC and NIH

December 1979 (Volume 1, No. 8)

37.

38.

Ethical and Legal Considerations for IRBs:
Research with Medical Records

Drug Company Employees as Research Subjects:
Programs, Problems, and Ethics

January 1980 (Volume 2, No. 1)

39.

40.

41.

42

Changing Federal Regulation of IRBs, Part I11:
Social Research and the Proposed DHEW
Regulations

CASE STUDY: Medica Students as Social
Scientists: Are There Role Conflicts?

COMMENTARY: Role Conflict of Social Scientists

COMMENTARY: TheElusive Role of ‘Neutral
Observer' In Human Investigations

February 1980 (Volume 2, No. 2)

43.

45,

46.

47.

Ethical Issuesin Clinical Trials: Psychotherapy
Research in Acute Depression

Job Applicants as Research Subjects: The Case
of aRubdlaVaccine Trial

INQUIRY: What isthe Role of a Public Member on
an IRB?

UPDATE: FDA Télls Senate Hearings About
'Sloppy’ Clinical Research

UPDATE: Ethics Advisory Board Loses Funding

Robert J. Levine

Joseph V. Brady

AngelaR. Holder

Dale H. Cowan
Bernard R. Adams

Karin Meyers

Bradford H. Gray

Robert J. Levine

Judith P. Swazey

Robert A. Burt

Judith Richman
Myrna M. Weissman
Gerald L. Klerman
Carlos Neu
Brigitte A. Prusoff

AngelaR. Holder

Joan M. Ghio



March 1980 (Volume 2, No. 3)
48. Who Risks What in Social Research?

49, Professional Protectionism Rides Again: A
Commentary on Exempted Research and Responses
to DHEW's Proposed Regulations

50. More on the Limits of Consent Forms

51. INQUIRY: Can Investigators Appeal Adverse
IRB Decisions?

52. UPDATE: In Transtion: Ethics Advisory
Board & President's Commission

April 1980 (Volume 2, No. 4)
53. Reflections on the FDA's Intraocular Lens
Regulations

54. CASE STUDY: Research on the Brain-Dead
55. COMMENTARY: On Being Queasy

56. The Senate's Proposed Statutory Definition
of 'Voluntary and Informed Consent’

May 1980 (Volume 2, No. 5)
57. Methodology and Ethics: Research on Human
Aggression

58. The Annual Activity of a University IRB

59. UPDATE: Supreme Court Denies Access to UGDP
Raw Data

June/July 1980 (Volume 2, No. 6)
60. The FDA's Final Regulations. IRBs and
Medical Devices

61. The Senate's Definition of Voluntary and
Informed Consent: Another View

62. CASE STUDY: Privacy and Studying Services
for Rape Victims

August/September 1980 (Volume 2, No. 7)
63. Beyond Respect for Persons and Beneficence:
Justice in Research

64. Subject Recruiting in 1912: Y ale Investigates
Peru

65. CASE STUDY: Deferring Consent with Incompetent
Patientsin an Intensive Care Unit

E.L. Pattullo

Judith P. Swazey

Eleanor Singer

Natalie Reatig

David M. Worthen

John A. Robertson

David H. Smith

Robert J. Levine

James L. Marini

Jeffrey M. Cohen
William B. Hedberg

AngelaR. Holder

Jay Katz

Thomas A. Shannon

Karen A. Lebacgz

Robert Byck

Norman Fost
John Raobertson



66.

67.

COMMENTARY: The Ambiguities of 'Deferred
Consent'

UPDATE: WHO Developing Ethical Guidelines
for Research in Developing Countries

October 1980 (Volume 2, No. 8)

68.

69.

70.

71.

72.

73.

74.

75.

Student Members: 'Informed Outsiders on IRBs

Do Elderly Research Subjects Need Special
Protection?.

Physical Vulnerability
Psychological Vulnerability
The Elderly as a Special Class

Older Research Subjects: Not Homogeneous,
Not Especially Vulnerable

Monitoring Informed Consent Procedures:
An Exploratory Record Review

UPDATE: NIH Investigates Reports of Falsified
Research Data in Boston

UPDATE: NIH Reviews Normal Volunteer Program
After Research Death

November 1980 (Volume 2, No. 9)

76.

77.

78.

79.

80.

Scientific Design, Ethics, and Monitoring:
IRB Review of Randomized Clinical Trials

When Should an Investigator Share Raw Data
with the Subjects?

CASE STUDY: Risk/Benefit Analysisin a Study

of Vehicle Driving Habits

INQUIRY: What is aWorkable Protocol Numbering
System?

UPDATE: HHS Publishes Final Debarment
Regulations

December 1980 (Volume 2, No. 10)

81.

82.

83.

Children's Dissent to Research--A Minor Matter?

CASE STUDY: Using Students as Subjects Without
Their Knowledge

COMMENTARY: Was This Deception Necessary?

Tom L. Beauchamp

Kathleen A. Nolan

Robert E. Vesta

Powell Lawton

Adrian M. Ostfeld

Ruth R. Faden
Carol Lewis
Barbara Rimer

Dale H. Cowan

Philip R. Reilly

John F. Betak
Robert V. Smith
Robert K. Young

EricaJ. Heath

Gregory E. Pence

Gregory T. Schmutte

Thomas H. Murray



84. '‘Unconsented Touching' and the Autonomy-
Absolute

85. Ramsey on Research: Conceptual Confusion
January 1981 (Volume 3, No. 1)

86. DHHS Internal Policiesfor Reviewing Research
Involving Children

87. CASE STUDY: Research with Brain-Dead Children

88. COMMENTARY: Research on 'Nonconsentables

89. The'Costs of Deception’ Revisited: An Openly
Optimistic Rejoinder

February 1981 (Volume 3, No. 2)
0. Privacy and Confidentiality in Epidemiological
Research Involving Patients

1. Can Teenagers Participate in Research Without
Parental Consent?

92. COMMENTARY: Beyond Consent to Treatment

93. UPDATE: UCLA Researchers Reprimanded for
Violations of Research Regulations

March 1981 (Volume 3, No. 3)
94. The Use of Medical Records for Research at
Georgetown University

95. CASE STUDY: Videotaping on a Psychiatric Unit

96. The Role of the Subject Advocate in a Community-
Based Medical Research Facility

97. Two Views of the (Old) New Regulations
April 1981 (Volume 3, No. 4)

98. The Judicial Conference Experiment: Social
Experiments and Prior Ethical Review

99. Deception Research and the HHS Final
Regulations

100. CASE STUDY: Transforming a Personal Inquiry
into a Research Project

101. The Data Monitoring Committee: How It Operates
and Why

Paul Ramsey

Karen A. Lebacgz

Natalie Reatig

Ronald A. Carson
JaimelL. Frias
Richard J. Melker

Robert M. Veatch

Robert A. Baron

Jennifer L. Kelsey

AngelaR. Holder

Robert M. Veatch

LeRoy Walters

AngelaR. Holder

Katherine McGrath

Richard J. Briscoe

E.L. Pattullo

John A. Robertson

Rebecca S. Dresser

E.L. Pattullo

Lawrence Friedman
David DeMets



May 1981 (Volume 3, No. 5)
102. '‘Due’ and 'Undue' Inducements. On Paying
Money to Research Subjects

103. Should We Research Doctor-Patient Sex?
104. How General an Assurance?
June/July 1981 (Volume 3, No. 6)

105. Moral Duties of Investigators Toward Sick
Children

106. CASE STUDY: Can Amniocentesis Be Performed
Solely for Research?

107. The Benefits of Professional Staff for IRBs
108. COMMENTARY: A Primary Reviewer System

August/September 1981 (Volume 3, No. 7)
109. Therapy or Research: A Need for Precision

110. CASE STUDY: Insertion of the Total Artificial
Heart

111. Whistle Blowing and Countersuits: The
President's Commission and Fraudulent Research

112. IRBs and the Falsification of Research Data
113. How to Make Consent Forms More Readable

114. UPDATE: New Commission to Study 'Drug Lag'
Reform

October 1981 (Volume 3, No. 8
115. How (Un)acceptable is Research Involving
Deception?

116. On Deceptive Rejoinders About Deceptive
Research: A Reply to Baron

117. Using Patient Records for Research: The
Response from Federal Agencies and the State
of Pennsylvania

118. International Trendsin Ethical Review of
Medical Research

November 1981 (Volume 3, No. 9)
119. The Ethics of Research on Court-Ordered
Evaluation and Therapy for Exhibitionism

Ruth Macklin

Charles M. Culver

E.L. Pattullo

Terrence F. Ackerman

AngelaR. Holder

Jeffrey M. Cohen
Robert J. Levine
Francis Rolleston
James R. Miller
E.J. Eichwald
F.R. Wolley

B. Cole

V. Beamer

Thomas A. Shannon

Stephen R. Scher

T.M. Grundner

Charles P. Smith

Richard Goldstein

Nathan Hershey

Emily Miller

William D. Murphy
David C. Thomasma



120.

121.

122.

123

124,

CASE STUDY: Parental Consent and Family
Planning Research Involving Minors

COMMENTARY: Teenagers, Research, and Family

Involvement

INQUIRY: What Should Subjects Be Told About
Withdrawing from a Protocol ?

UPDATE: Nightingaleto Coordinate FDA's IRB
Policies

UPDATE: FDA Approves Utah's Artifical Heart
On Second Round

December 1981 (Volume 3, No. 10)

125,

126.

127.

128.

An Overview of FDA, IRBs and Regulations

Can (Or Should) the IRB Assumethe FDA's
Functions at Early Stages of the IND Process?

CASE STUDY: Posture Pictures, Permission, and
Privacy Protection

IRB Review of Psychotherapist-Patient Sexual
Relations

January 1982 (Volume4, No. 1)

129.

130.

131.

132.

Evaluating Risk from Radiation for Research
Subjects

The Ethics of Research Involving Radiation

Do Researchers and Subjects Have a Fiduciary
Relationship?

More on Making Consent Forms More Readable

February 1982 (Volume 4, No. 2)

133.

134.

135.

136.

The Validity of Ignorant Consent to Medical
Research

CASE STUDY: Contraceptive Research: Do Sex
Partners Have Rights?

Whistleblowing in Biomedical Research: Report
From a Workshop

UPDATE: NIH Considering Random Review of
Consent Forms

March 1982 (Volume4, No. 3)

137.

How Humanism & Determinism Differ: Under-
standing Risk in Psychological Research

Roberta Herceg-Baron

Carol Levine

Robert J. Levine

John C. Petricciani

Robert J. Levine

Gretchen S. Dieck

Leonard L. Riskin

Naomi Alazraki

Robert M. Veatch

AngelaR. Holder

T.M. Grundner

Benjamin Freedman

AngelaR. Holder

Barbara Mishkin

Joan E. Sieber



138. Inducement, Due and Otherwise LisaH. Newton
139. RESPONSE: Beyond Paternalism Ruth Macklin
140. INQUIRY: Should Information Be Collected For Dale Cowan
a Tumor Registry, and Should It Be Available
for Research?
141. UPDATE: NCI Withholds Remainder of Straus Grant
142. UPDATE: Former Soldier Denied Compensation for
Damagesin Army LSD Tests
April 1982 (Volume4, No. 4)
143. Are Stress Questionnaires Stressful ? Robert R. McCrae
144. The Limits of the 'Right’ of Privacy E.L. Pattullo
145. RESPONSE: Limitsto the Right of Privacy Robert M. Veatch
Reason, Not Rhetoric
146. INQUIRY: What Arethe IRB's Obligations to Robert J. Levine
Review the Use of Drugs for Purposes That FDA
Has Not Approved?
147. UPDATE: HHS Proposes Mandatory Family
Notification for Contraceptives for Minors
148. UPDATE: HHS Waives Regulations on Medicaid
Research, Proposes New Exemptions
May 1982 (Volume4, No. 5)
149. Taking Consent Serioudy: IRB Intervention John A. Robertson
in the Consent Process
150. Research on Prisoners: Why Not? Robert J. Levine
151. CASE STUDY: Students, Grades, and Informed Harold F. Gamble
Consent
June/July 1982 (Volume 4, No. 6)
152. Children's Competence and Children's Rights Ferdinand Schoeman
153. CASE STUDY: How an Investigator and an IRB Joseph R. Benotti
Cooperated in Research Design Thomas A. Shannon
154. Random-Sampling: A Modest Proposal for Arthur L. Caplan
Reforming IRB Review
155. According to Protocol Robert J. Levine
August/September 1982 (Volume 4, No. 7)
156. Informed Consent and the Nonautonomous Person Allen R. Dyer
157. CASE STUDY: Which Subjects Should an IRB Douglas P. Lackey

10



158.

Protect? Two Moral Moddls

UPDATE: President's Commission Recommends
Experiment in Compensation for Research
Injuries

October 1982 (Volume 4, No. 8)

159.

160.

161.

162.

Testing Competency in Psychiatric Patients
Dentists and Pseudo-Patients: Further
Meditations on Deception in Research

IRBs and Pharmaceutical Company Funding
of Research

UPDATE: FDA Approves New Rulesfor Artificial
Heart Eligibility

November 1982 (Volume 4, No. 9)

163.

164.

165.

166.

Deception in Social Research I: Kinds of
Deception and the Wrongs They May Involve

CASE STUDY: Disclosure of the Hidden Injury
An Executive Committee System for IRBs

UPDATE: House Passes Amendment Banning Fetal
Research

December 1982 (Volume 4, No. 10)

167.

168.

Autonomy and Proxy Consent

CASE STUDY: Consent to Incomplete Disclosure
as an Alternative to Deception

January/February 1983 (Volume5, No. 1)

169.

170.

171.

Deception in Social Research 11: Evaluating
the Potential for Harm or Wrong

The Food and Drug Administration's Role in
the Protection of Human Subjects

INQUIRY: How Can an IRB Avoid the Use of
Obsolete Consent Forms?

March/April 1983 (Volume5, No. 2)

172.

173.

Children's Capacities to Decide about
Participation in Research

Involuntary Commitment, |ncompetency, and
Consent

May/June 1983 (Volume5, No. 3)

Barbara Stanley
Michad Stanley
LisaH. Newton

Michadl S. Jdlinek

Joan E. Sieber

Nancy R. Angoff

David A. Blake

Bruce L. Miller

Robert J. Levine

Joan E. Sieber

Stuart L.

Nightingale

N. Franklin Adkinson
Barbara L. Starklauf
David A. Blake

Lois A. Weithorn

AngelaR. Holder

11



174. Deception in Social Research 111: The Nature
and Limits of Debriefing

175. CASE STUDY: Teenagers and Questionnaire Research

176. Improving the Ethics of Clinical Trials: The
Case of an 'Add-On' Study

177. For Whose Protection? Another Moral Modd
July/August 1983 (Volume 5, No. 4)

178. Research Involving Children: An Interpretation
of the New Regulations

179. CASE STUDY: Mrs. X and the Bone Marrow
Transplant

180. IRB Review as a"Cooling Out" Device

181. RESPONSE: Careful Review, Not Bureaucratic
Delay

182. COMMENTARY: No More Echelons of Review
September/October 1983 (Volume 5, No. 5)

183. Truth and Meaning in the Determination of
Radiogenic Risk

184. CASE STUDY': Research Records, Litigation, and
Confidentiality: The Case of Research on
Toxic Substances

185. Man Bites Dog: A Bioethicist's Deception
November/December 1983 (Volume 5, No. 6)

186. In Search of Funding: The Clinical Investigator
and the Drug Company

187. COMMENTARY: Why Researchers Need Not Be
Demoralized

188. CASE STUDY: "Dear Mrs. X..."
January/February 1984 (Volume 6, No. 1)

189. The Noninstitutional Review Board: A Case
History

190. Inconsistency and IRBs: Flaws in the Goldman-
Katz Study

191. REPLY: Compelling Evidence for New Policies

192. Evaluating Risk When Antihypertensive
Medications Are Abruptly Discontinued in

12

Joan E. Sieber

AngelaR. Holder

Michad Weintraub

LisaH. Newton

Robert J. Levine

Arthur L. Caplan

Murray Levine

Vallory G. Lathrop

E.L. Pattullo

Douglas J.

Crawford-Brown

Troyen A. Brennan

Benjamin Freedman

Ethd S. Siris

Craig D. Burrell

DenaS. Davis

Samud S. Herman

Robert J. Levine

Martin D. Katz

Jerry Goldman

Mark C. Houston



13
Research Subjects
March/April 1984 (Volume 6, No. 2)

193. Fraud and Misrepresentation in Research- Herman S. Wigodsky
Whose Responsibility?

194. CASE STUDY: Research on Unemployment: When AngelaR. Holder
Statutes Create Vulnerability

195. Agreement to Participate in Research: Is Lisa H. Newton
That a Promise?

May/June 1984 (Volume 6, No. 3)
196. Success in Spite of Failure: Why IRBs Falter Peter C. Williams
in Reviewing Risks and Benefits

197. CASE STUDY: An Inadvertent Breach of Nancy R. Angoff
Confidentiality

198. Regulatory Aspects of the Distinction Charles R. McCarthy
Between Research and Medical Practice

199. Human Subject Research Review in the Phillip E. Winter
Department of Defense

July/August 1984 (Volume 6, No. 4)

200. Ethical Issuesin Research Design and Conduct: Charles R. MacKay
Developing a Test to Detect Carriers of
Huntington's Disease

201. IRBs and Epidemiologic Research: How Crigtinal. Cann
Inappropriate Restrictions Hamper Studies Kenneth J. Rothman
202. The Concept of the IRB and Bureaucratic Jan van Eys

Reality: An Exchange of Letters
203. An IRB's Consent Form Survey JessicaH. Lewis
September/October 1984 (Volume 6, No. 5)

204. Is There a Duty to Serve as a Subject in Arthur L. Caplan
Biomedical Research?

205. CASE STUDY: What Kinds of Subjects Can Robert J. Levine
Understand this Protocol ?

206. How Many Protocols are Deferred? Rowan T. Chlebowski
One IRB's Experience

November/December 1984 (Volume 6, No. 6)

207. Guidedlines for Confidentiality in Research Ronald Bayer
on AIDS Carol Levine
Thomas H. Murray
208. Should Private Agencies Maintain Federal Robert F. Boruch

Research Data?



2009. At Risk for AIDS: Confidentiality in Research
and Surveillance

January/February 1985 (Volume 7, No. 1)
210. Three Current Issues: The Design and Conduct of
Randomized Clinical Trials

211. Pediatric Research on Diabetes: The Problem
of Hospitalizing Y outhful Subjects

212. CASE STUDY: Approving High Risk, Rejecting
Low Risk: The Case of Two Cases

213. COMMENTARY: ThelRB and the Virtuous
Investigator

March/April 1985 (Volume7, No. 2)
214. The Use of Placebos in Randomized Clinical
Trias

215. COMMENTARY: The Randomized Clinical Trial:

For Whose Benefit?
216. IRB Jurisdiction and Limits on IRB Actions

217. REPLY: Overcoming Hurdles to Epidemiologic
Research

218. UPDATE: NIH Issues"Pointsto Consider” in
Gene Therapy Protocols

May/June 1985 (Volume7, No. 3)
219. Do Medical Student Research Subjects Need
Specia Protection?

220. The Unlicensed Physician in the Research
Institution

221. All the Adverse Effects of Drawing Blood

222. COMMENTARY: Information, Not Unnecessary
Alarm

July/August 1985 (Volume 7, No. 4)
223. Exposure to Radiation and Informed Consent

224. CASE STUDY: When Researchers are Served
Subpoenas

September/October 1985 (Volume 7, No. 5)
225. The Investigator's Duty Not to Deceive

226. The Wages of Sin

Alvin Novick

Robert S. Gordon, Jr.

Stephanie A. Amiel

Thomas A. Shannon

IraS. Ockene

Robert J. Levine

Robert J. Levine

Arthur Schafer

Nathan Hershey

Crigtinal. Cann
Kenneth J. Rothman

Nicholas A. Christakis

AngelaR. Holder

Susanne S. Robb
Norman Kahn
Ethd S. Siris
Francis X. Massee

Tracy Miller

AngelaR. Holder

Brian Cupples
Myron Gochnauer

E.L. Pattullo

14



227. Against Special Protections for Medical
Students

November/December 1985 (Volume 7, No. 6)
228. Consent to Research with Impaired Human
Subjects

Daniel D. Cowell

229. IsThisaJob for the IRB? The Case of the
ELISA Assay

230. The Internal IRB Structure: Modelsin
Academic Settings

231 UPDATE: Congress Overrides Veto to Create
New Bioethics Panels

January/February 1986 (Volume 8, No. 1)
232. Who Owns the Body? On the Ethics of Using
Human Tissue for Commercial Purposes

233. Research that Could Yield Marketable Products
From Human Materials. The Problem of
Informed Consent

234. A Single Subject in Multiple Protocols: Is
the Risk Equitable?

235. UPDATE: If It's Research, It Must Be
Reviewed: An NIH Reprimand

March/April 1986 (Volume 8, No. 2)
236. The NIH Report of Its Review of the Baby
Fae Case

237. Baby Fae and the Media: How the Law Allows
Appropriate Access

238. Beyond Localism: A Proposal for a National
Research Review Board

230. Xenografts and Scientific Evaluation
May/June 1986 (Volume 8, No. 3)

240. What Arethe ldeal Characteristics of
Unaffiliated/Nonscientist IRB Members?

241. When to Obtain Informed Consent in Behavioral
Research: A Study of Mother-Infant Bonding

242. UPDATE: Congress Appoints a 12-Member
Biomedical EthicsBoard

15

Nancy R. Angoff

John Fletcher
F. William Domme, Jr.

AngelaR. Holder

G. Harry Stopp, Jr.

Carol Levine

Thomas H. Murray

Robert J. Levine

Douglas P. Lackey

F. William Domme, Jr.

Nicholas A. Christakis
Morris Panner

Carol Levine
Arthur L. Caplan
W. Randol ph Tucker

Joan P. Porter

D. Mark Mahler



July/August 1986 (Volume 8, No. 4)
243. Institutional Policies for Responding to
Allegations of Research Fraud

244, Ethical Issuesin Psychological Research on
AIDS

245. UPDATE: Modd Federal Policy for Protecting
Human Subjects Proposed

September/October 1986 (Volume 8, No. 5)
246. Medical Research Council Multi-Centre Trial of
Orchiectomy in Carcinoma of the Prostate

247. Do Research Subjects Have the Right Not to Know
their HIV Antibody Test Results? Why the
Burdensome Knowledge Need Not Be Imposed

248. Treating Research Subjects Fairly

249. Against the Option Not to be Informed of HIV
Status

250. INQUIRY: Should Journals Notify |RBs About
Possibly Unethical Research with Human
Subjects?

November/December 1986 (Volume 8, No. 6)
251. Recontacting Subjects in Mutagen Exposure
Monitoring Studies

252. The IRB's Position

253. Does the Moral Philosophy of the Belmont
Report Rest on a Mistake?

254. Comprehension of Informed Consent for Research:
Issues and Directions for Future Study

255. UPDATE: FDA Waives IRB Review of Certain
Clinical Studies of Azidothymidine (AZT)

January/February 1987 (Volume9, No.1)
256. The Regulation of Human Experimentation in the
United States-A Personal Odyssey

257. AIDS Prevention Among IV Drug Users. Potential
Conflicts Between Research Design and Ethics

258. A Protocol Review Guide to Reduce IRB
Inconsistency

Penelope J. Greene
Jane S. Durch
Wendy Horwitz
Vawyn S. Hooper

R. H. Nicholson

Alvin Novick

Nancy Neveloff Dubler

Sheldon M. Landesman

Judith P. Swazey

David B. Busch
George T. Bryan
Edward M. Messing
Kenneth B. Cummings
Norman Fost

Ernest Marshall

Harvey A. Taub

Jay Katz
Don C. Des Jarlais
Samuel R. Friedman

Ernest D. Prentice
Dean L. Antonson

16



March/April 1987 (Volume 9, No. 2)
250. Dilemmasin Paying for Clinical Research: The
View from the IRB

260. CASE STUDY: Whose Patient Is This, Anyway?

261. Man-Child in aPromised Land: A Layman Serves

on the Human Subjects Committee

262. Protecting Subjects Identity in Test-Retest
Experiments

May/June 1987 (Volume9, No. 3)
263. Determining Risk to Subjects: Exposure to
Ultrasound

264. The Impact of IRBs on Political Science
Research

July/August 1987 (Volume 9, No. 4)
265. FDA's New Rule on Treatment Use and Sal e of
Investigational New Drugs

266. Deception and the Placebo Effect in Biomedical
Research

267. Can a Court Order Participation in Research?

268. Is Post-Marketing Drug Follow-up Research
or Advertising?

September/October 1987 (Volume 9, No. 5)
2609. How Many Subjects Are Required for A Study?

270. CASE STUDY: When the Subjects are Hospital
Staff, Is It Ethical (or Possible) to Get
Informed Consent?

271 COMMENTARY: Exemption from Review, Not
Informed Consent

272. Pharmacol ogical and Psychological Research on
AIDS: Some Ethical Considerations

273. Consent to Use Discarded Tissues: Another
Impact of AIDS

November/December 1987 (Volume 9, No. 6)
274. How Unaffiliated/Nonscientist Members of
Institutional Review Boards See Their Roles

275.  Scientific Value and Validity as Ethical
Requirements for Research: A Proposed

Stuart E. Lind
Michad A. Grodin
Raphael Sassower

Kenneth D. Roseman

Kely J. Black
Milton H. Hodge

Wesley L. Nyborg

Robert E. Cleary

Robert J. Levine
R.J. Connélly
AngelaR. Holder
Gary B. Weiss
William J. Winslade
Jerry W. McLarty
Jeffrey L. Geller
CharlesW. Lidz
E.L. Pattullo

Samud W. Perry

AngelaR. Holder

Joan P. Porter

Benjamin Freedman

17



Explication

January/February 1988 (Volume 10, No. 1)

276. Enhancing Comprehension of Information for
Informed Consent: A Review of Empirical
Research

277. Applying "An Ethical Framework" to Proposed
HIV Antibody Screening Program

278. Why | Oppose Drug Company Payment of Physician/
Investigators on a Per Patient/Subject Basis

March/April 1988 (Volume 10, No. 2)

279. Reviewing Research Involving Children:
The Practice of British Research Ethics
Committees

280. Toward Prospective Registration of Clinical
Trials

281. Should IRBs Monitor Research More Strictly?

282. Should | Enroll in A Randomized Clinical Trial?
Excerpts From a Patient's Guide

May/June 1988 (Volume 10, No. 3)
283. Researchers Accessto Stored Medical Data:
The lsradi Experience

284. CASE STUDY: The Doctor's Unproven Beliefs and
the Subject's Informed Choice

285. Reviewing Subject Recruitment: New Rules From
Rockville

July/August 1988 (Volume 10, No. 4)
286. The Changing Clinical Trials Scene: The
Role of the IRB

287. The Role of Community Advisory Committees
in Clinical Trialsof Anti-HIV Agents

288. CASE STUDY: University Policy on Experimental
Use of Aborted Fetal Tissue

September/October 1988 (Volume 10, No. 5)
289. American IRBs and Dutch Research Ethics
Committees: How They Compare

Mary Cipriano Silva
Jeanne Merkle Sorrell

Karin Meyers
Alan W. Dunton

Ron Roizen

David Hall

CurtisL. Menert

Nicholas A. Christakis

Robert J. Levine

Jochanan Benbassat
Micha Levy

Don Marquis

Ron Stephens

Ethel S. Siris

M. Margaret Kemeny
Robert J. Levine

Gilbert McMahon

Shiela C. Mitchdll
Jay Steingrub

Ronald O. Vadiserri

Geraddine Maiatico Tama

Monto Ho

James Tunstead Burtchagll

Lucas Bergkamp

18



290. Should | Enroll in a Randomized Clinical
Trial? A Critical Commentary

290. Should | Enroll in a Randomized Clinical
Trial? A Critical Commentary

291. AIDS and The Soundex Code

November/December 1988 (Volume 10, No. 6)
292. The Ethics of Using Human Fetal Tissue

293. Fetal Tissue Transplant Research is Ethical

294. Towards an International Ethic for
Research with Human Beings

January/February 1989 (Volume 11, No. 1)
295. Dilemmasin the Use of Active Control
Groupsin Clinical Research

296. CASE STUDY: Can Children be Enrolled in a
Placebo-Controlled Randomized Clinical Trial
of Synthetic Growth Hormone?

March/April 1989 (Volume 11, No. 2)
297. A Noninstitutional Review Board Comes of Age

298. An IRB-Approved Protocol on the Use of Human
Fetal Tissue

299. The Use of Aborted Fetal Tissuein Research:
A Rebuttal

May/June 1989 (Volume 11, No. 3)
300. Ethical Considerationsin AIDS Vaccine Testing

301. Research Ethics Review in Australia, Europe,
and North America

302. CASE STUDY: The Doctor's Unproven Beliefs
and the Subject’'s Informed Choice: Another
COMMENTARY

303. RESPONSE (to above case study)
July/August 1989 (Volume 11, No. 4)

304. An Ethical Framework for the Practice of
Paying Research Subjects

305. Military Medical Research. 1. Are There
Ethical Exceptions?

Robert M. Veatch

Robert M. Veatch

Simson L. Garfinke

Benjamin Freedman
John A. Robertson

Judith Miller

Robert W. Makuch
Mary F. Johnson

Ernest D. Prentice
Dean L. Antonson
Andrew Jameton
Benjamin Graber
Thomas Sears
Samud S. Herman
Robert J. Levine

James Tunstead
Burtchadl |

Joan P. Porter
Marta J. Glass
Wayne C. Koff
Paul M. McNell

Don Marquis
Ron Stephens

Robert J. Levine

Terrence F. Ackerman

Carol Levine

19



306. Military Medical Research. 2. Proving the
Safety and Effectiveness of a Nerve Gas
Antidote: A Legal View

307. CASE STUDY: The Frozen Embryo and Divorce
September/October 1989 (Volume 11, No. 5)

308. On Studying the Powerful (or Fearing to Do
S0): A Vital Rolefor IRBs

3009. Studying Journal Editors: The Worst Heresy

310. Public Health Trialsin West Africa:
Logistics and Ethics

November/December 1989 (Volume 11, No. 6)
311 The Paradoxical Case of Payment as Benefit
to Research Subjects

312. Sharing Scientific Datal: New Problems
for IRBs

313. Researchers and Subpoenas. The Troubling
Precedent of the Sdlikoff Case

314. A New Problem for IRBs. Screening for HIV
Antibodies

January/February 1990 (Volume 12, No. 1)
315. Research Fraud, Misconduct, and the IRB

316. Cohort-Specific Consent: An Honest Approach
to Phase| Clinical Cancer Studies

317. Protecting Human Subjects from Harm Through
Improved Risk Judgments

318. UPDATE: New Categories of Research Eligible
for Certificates of Confidentiality

March/April 1990 (Volume 12, No. 2)
319. Behavioral Research Involving Children:
A Developmental Perspective on Risk

320. Sharing Scientific Data ll. Normative
I ssues

321. Revoking the Licenses of Dishonest Academics
May/June 1990 (Volume 12, No. 3)

322. Informed Consent Documents. Increasing
Comprehension by Reducing Reading Level

323. Sharing Scientific Data lll. Planning

Richard M. Cooper

AngelaR. Holder

Joan E. Sieber

William M. Epstein

Andrew J. Hall

Ruth Macklin

Joan E. Sieber

AngelaR. Holder

Karin Meyers

Stephen Hilgartner

Benjamin Freedman

Eric M. Medlin

Ross A. Thompson
Vivian Well
Rachelle Hollander
AngelaR. Holder
Daniel R. Young
Donald T. Hooker

Fred E. Freeberg

Nancy Flournoy

20



324.

and the Research Proposal

Ethical Imperialism and Informed Consent

Leonard B. Hearne

LisaH. Newton

21



July/August 1990 (Volume 12, No. 4)
325. Endings of Clinical Research Protocols:
Distinguishing Therapy from Research

326. Studying Fraud: IsInsurance Claim
Information Confidential?

327. The Case for Randomization without Consent
in Emergency Care

September/October 1990 (Volume 12, No. 5)
328. Protectionism and the New Research
Imperative in Pediatric AIDS

329. FDA Issues Concerning Conflicts of Interest

November/December 1990 (Volume 12, No. 6)
330. Placebo-Controlled Trials and the Logic
of Clinical Purpose

33L A Pilot Project: Bioethics Consultants as
Non-Voting Members of IRBs at the
National Institutes of Health

332 UPDATE: A Spleen for Sale

January-April 1991 (Volume 13, Nos. 1-2)

333. Building a New Consensus: Ethical
Principles and Palicies for Clinical
Research on HIV/AIDS

334. Women and HIV/AIDS Research: The
Barriersto Equity

May-June 1991 (Volume 13, No. 3)
335. Patient-Funded Research: Paying the Piper
or Protecting the Patient?

336. Community Consultation and AIDS Clinical
Trials, Part |

July-August 1991 (Volume 13, No. 4)
337. Community Consultation and AIDS Clinical
Trials, Part 11

338. CASE STUDY - Clinical AIDS Research that
Evaluates Cost Effectivenessin the
Developing World

330. Ethical Dilemmas with Economic Studiesin
Less-Developed Countries: AIDS Research Trials

340. INQUIRY - What is a Contract of Adhesion?

Frederick Grinnd

AngelaR. Holder

Al Hallstrom

Terrence F. Ackerman

Thomas L. Kurt

Benjamin Freedman

Evan G. DeRenzo
Alison Wichman

AngelaR. Holder

Carol Levine
Nancy Neveloff Dubler
Robert J. Levine

Carol Levine

E. Haavi Morreim

Herbert R. Spiers

Herbert R. Spiers

Nicholas A. Christakis
Lorna A. Lynn
Aduato Castelo

Michele Barry

AngelaR. Holder

22



September-October 1991 (Volume 13, No. 5)
341. Should Informed Consent Include Information
on How Research is Funded?

342. Community Consultation and AIDS Clinical
Trials, Part 111

343. The Federal Policy for the Protection of
Human Subjects

November-December 1991 (Volume 13, No. 6)
344. Testing the Implementation of Clinical
Guiddines

345. Reviewing Proposals to Study Biological
Correlates of Criminality

January-February 1992 (Volume 14, No. 1)
346. Balancing Moral Principlesin Federal
Regulations on Human Research

347. Guiddines for Conducting HIV Research with
Human Subjects at a U.S. Military Medical
Center

348. The FDA's New Sheriff

March-April 1992 (Volume 14, No. 2)
349. On Being an Authentic Scientist

350. The Eutectic Mixture of Local Anesthetics:
Changing the Risk-Benefit Ratio in
Pediatric Research

351 Ethics in Human Reproduction Research in
the Mudlim World

352. Rate of Refusal to Participate in Clinical
Trials

353. A Survey of IRB Concerns about Social and
Behavioral Research

May-June 1992 (Volume 14, No. 3)
354. Methods of Assessing and Improving Patient
Compliancein Clinical Trials

355. Ethical Standards for Human Subject Research
in Developing Countries

July-August 1992 (Volume 14, No. 4)

356. AIDS and the FDA: An Ethical Casefor Limiting

Patient Accessto New Medical Therapies

357. Source Data Verification in Clinical Trias

Marion J. Finkel

Herbert R. Spiers

Joan P. Porter

Harold I. Goldberg
Helen McGough

Philip R. Reilly

Terrence F. Ackerman

Sarkis S. Derderian
H. Linton Wray

Tabitha M. Powledge

Martin L. Smith

Gideon Koren

Patricia A. Marshall

David Shimm

Roy G. Spece, Jr.

Joan E. Sieber

Reuel M. Baluyot

Bert Spilker

Judith Miller

Andrew F. Shorr

John R. Wilson

23



Involving the Temporarily Incapacitated Subject:
IsThere a Missing Link in the Notion of
Proxy Consent?

358. Divide and Rule

359. INQUIRY - Demarcating Research and Treatment
Interventions. A Case Illustration

September-October 1992 (Volume 14, No. 5)
360. Conducting Social and Behavioral AIDS Research
in Drug Treatment Clinics

361. Problems Related to Informed Consent from Y oung
Teenagers Participating in Efficacy Testing
of aNew Vaccine

362. You Read It Here First!

November -December 1992 (Volume 14, No. 6)
363. Research Ethicsin Applied Anthropology

364. Improving Readahility of Consent Froms: What
the Computers May Not Tell You

365. How Many Lay Members Can Y ou Havein Y our
IRB?--An Overview of the Danish System

January-February 1993 (Volume 15, No. 1)
366. Some Problems Related to Risk-Benefit
Assessmentsin Clinical Testing of New Vaccines

367. A Study of the System of Protection for
Research Subjects

368. Research Records and Subpoenas: A Continuing
Issue

3609. Perceived Risks of Participation in an
Epidemiologic Study

March-April 1993 (Volume 15, No. 2)
370. Minors Assent, Consent, or Dissent to
Medical Research

371 Bill of Rights for Research Subjects

372. Protecting Research Subjects after Consent:

Richard H. Nicholson

Joan E. Sieber
James L. Sorensen

Gunnar Bjune
Oyvind Amesen

Bette-Jane Crigger

Patricia A. Marshall

Barry T. Peterson
Steven J. Clancy
Kay Champion
Jerry W. McLarty

Soren Holm

Gunner Bjune
Truls W. Gedde-Dahl

AngelaR. Holder

Felicia D. Roberts
Polly A. Newcomb
Norman Fost

Sanford Leikin

Ernest D. Prentice
Paul J. Reitemeier
Dean L. Antonson
Timothy K. Kelso
Andrew Jameton

Stanley Joel Reiser



The Case for the "Research Intermediary”

May-June 1993 (Volume 15, No. 3)
373. Abortion and Fetal Tissue Transplantation

374. Commentary on "Abortion and Fetal Tissue
Transplantation™

375. Ethical, Legal and Political Problems
Affecting Epidemiology in European Countries

376. Bioethics Consultants to the National
Institutes of Health's Intramural IRB
System: The Continuing Evolution”

July-August 1993 (Volume 15, No. 4)
377. Women's Health Research: Policy and Practice

378. Publication-Related Risks to Privacy:
Ethical Implications of Pedigree Studies

September-October 1993 (Volume 15, No. 5)

379. IRB Review of a Phase Il Randomized Clinical
Trial Involving Incompetent Patients Suffering
from Severe Closed Head Injury

380. Participation in Pedigree Studies and the Risk
of Impeded Accessto Health Insurance

November -December 1993 (Volume 15, No. 6)
381 A Survey of Researchers Using a Consent Policy
for Cognitively Impaired Human Research Subjects

382. The Danish Brain Collection and Its Important
Potentials for Future Research

383. Attitudes Toward the Use of Deception in
Psychologically Induced Pain

January-April 1994 (Volume 16 Nos. 1,2
384. Multicenter Trials and Subject Eligibility:
Should Local IRBs Play a Role?

385. Familial Coercion to Participate in Genetic
Family Studies: Is There Cause for IRB
Intervention?

386. AreClinical Trials of Cell Transplantation

25

Paula Knudson

Douglas K. Martin

Dorothy E. Vawter
Karen G. Gervais

Claes-Goran Westrin

Evan G. DeRenzo
Frederick O. Bonkovsky

Jeannette R. Ickovics
Elissa S. Epd

Madison Powers

Ernest D. Prentice
Dean L. Antonson
Lyal G. Leibrock
Timothy K. Kelso
ThomasD. Sears

Nancy E. Kass

Philip J. Candilis
Robert W. Wedey
Alison Wichman

Povl Riis

B. Andrew Lustig
John Coverdale
Timothy Bayer
Elizabeth Chiang

Benjamin Freedmen

LisaS. Parker
CharlesW. Lidz

Mildred K. Cho



for Duchenne Muscular Dystrophy Ethical ?

387. An Update on the PEG-SOD Study Involving
Incompetent Subjects: FDA Permits an Exception
to Informed Consent Requirements

388. Medical Insurance Payments and Patients
Involved in Research

May-June 1994 (Volume 16 No. 3)
389. The NIH Trials of Growth Hormone for Short
Stature

390. UPDATE: AIDS Research in Primary Care

391. UPDATE: FDA Task Force Recommends More
Stringent Data Safety and Monitoring

392. National Human Experimentation Board - The
Time Has Come...Again

July-August 1994 (Volume 16 No. 4)

393. Guidelines for Adolescent Participation in
Research: Current Realities and Possible
Resolutions

394. Judging the Ethical Merit of Clinical Trials:
What Criteria Do Research Ethics Board
Members Use?

September-October 1994 (Volume 16 No. 5)
395. Research with Radiation and Healthy Children:
Greater than Minimal Risk

396. Does Radiation Research in Healthy Children
Pose Greater Than Minimal Risk?

November -December 1994 (Volume 16 No. 6)
397. Asking the Sensitive Question: The Ethics of
Survey Research and Teen Sex

398. The Ethics of Involving Psychiatrically Impaired
Personsin Research

January-February 1995 (Volume 17 No. 1)
399. The Ethics of Phase | Pediatric Oncology Trials

400. Who Understands? A Survey of 25 Words or
Phrases Commonly Used in Proposed Clinical
Research Consent Forms

401. Increased Review Responsibilities for

Ernest D. Prentice
Dean L. Antonson
Lyal G. Leibrock
Vikram C. Prabhu
Timothy K. Kelso
ThomasD. Sears

AngelaR. Holder

Carol A. Tauer

Audrey Smith Rogers
Lawrence D'Angelo
Donna Futterman

Heather J. Sutherland
James E. Till

William L. Freeman

Replies to Freeman

Sarah R. Phillips

Evan Gaines DeRenzo

Terrence F. Ackerman

William C. Waggoner

Diane M. Mayo

Leanna Darvall

26



Australian Institutional Ethics Committees

27



March-April 1995 (Volume 17 No. 2)

402. Exclusion of pregnant Women from Research
Protocols: Unethical and Illegal

403. LETTER: Misrepresentation Conspires against
Potential Treatment for Muscular Dystrophy

404. The Incommensurability of Research Risks
and Benefits: Practical Help for Research

May-June 1995 (Volume 17 No. 3)

405. A Survey of University Ingtitutional Review
Boards: Characteristics, Policies, and
Procedures

406. The Case of Two Devices: Disclosure to Subjects
Following Phase IV ("Post-Marketing") Research

407. Medical Battery and Failure to Obtain Informed
Consent: Illinois Court Decision Suggests
Potential for IRB Liability

July-August 1995 (Volume 17 No. 4)
408. DNA Banking and Informed Consent - Part 1

Jay R. Horton

400. Experiment Spot-Checks: A Method for Assessing
the Educational Value of Undergraduate
Participation in Research

410. Clinical Trials Committees: How Long isthe
Protocol Review and Approval Processin Spain?
A Prospective Study

September-December 1995 (Volume 17 Nos. 5,6)
411. DNA Banking and Informed Consent - Part 2

412. The IRB, Ethics, and the Objective Study of
Religion in Health

413. On Being an IRB

414. Informed Consent Readability: Subject
Understanding of 15 Common Consent Form Phrases

Jacqulyn Kay Hall

Peter K. Law
Mildred Cho

Douglas K. Martin
Eric M. Medin
Ethics Committees
Nitsa Kohut

Peter A. Singer

Gregory J. Hayes
Steven C. Hayes
Thane Dykstra

James R. Anderson
Andrew Jameton
Paul J. Reitemeier
Ernest Prentice

Theodore R. LeBlang

Robert F. Wer

R. Eric Landrum
Garvin Chastain

Rafael Ortega
Rafael Dal-Re

Robert F. Weir
Jay R. Horton

Stephen G. Post

Chesapeake Research

Review, Inc.

SaralL. Lawson
Helen M. Adamson

28



January-February 1996 (Volume 18 No. 1)
415. Drug-Free Research in Schizophrenia: An
Overview of the Controversy

416. Asking About Asking: Informed Consent in
Organ Donation Research

March-April 1996 (Volume 18 No. 2)

417. The Institute of Medicine's Report on Women and
Health Research: Implications for IRBs and the
Research Community

418. Exempt Research: Procedures in the Intramural
Research Program of the National Ingtitutes
of Health
Alan L. Sandler

419. Inquiry - Ethical Considerationsin Informed
Consent for Potential Future Use of Human Tissue
Samples

May-June 1996 (Volume 18 No.3)
420. The NIH Inclusion Guidelines; Challenges for
the Future

421. CASE STUDY: The Use of Normal Children as
Participantsin Research

422. Who Understands? I1: A Survey of 27 Words,
Phrases or Symbols Used in Proposed Clinical
Research Consent Forms

July-August 1996 (Volume 18 No.4)

423. Structuring the Review of Human Genetics
Protocols: Gene Localization and Identification
Studies

424. The Prussian Regulation of 1900: Early Ethical
Standards for Human Experimentation in Germany

September-October (Volume 18 No.5)

425. Proposed Regulation for Research Involving
Those Ingtitutionalized as Mentally Infirm: A
Consideration of Their Relevance in 1996

426. College on Problems of Drug Dependence Policy
on Administering Drugs with Abuse Potential in
Human Research

29

Paul S. Appelbaum

AnitaH. Weiss

Karen H. Rothenberg

Alison Wichman
Deoris Mills

Karen H. Rothenberg
Eugene G. Hayunga
Joyce E. Rudick
Vivian W. Pinn

Bruce Gordon
Ernest Prentice
Paul Reitemeier

William C. Waggoner
Barbara B. Sherman

Kathleen Cranley Glass
Charles Weijer

Roberta M. Palmour
Stanley H. Shapiro
Trudo M. Lemmens

Karen Lebacqz

Jochen Vollmann
Rolf Winau

Robert J. Levine



November-December 1996 (Volume 18 No.6)
427. Annual Review: Observed Deficiencies and
Suggested Corrections

428. Psychology Faculty Satisfaction and Compliance
with IRB Procedures

429. Is Genetics Research "Minimal Risk"?

430. LETTER: Educating Subjects About the IRB's Role
January-February 1997 (Volume 19 No. 1)

431. Collaborative Research Involving Human Subjects:

A Survey of Researchers Using International Single
Project Assurances

432. Continuing Review When Research Activity is Limited
to Routine Follow-Up Evaluations

March-April 1997 (Volume 19 No. 2)
433. Ethical Guidelinesfor rTMS Research

434. Continuing Review of Research Involving Human
Subjects: Approach to the Problem and Remaining
Areas of Concern

May-August 1997 (Volume 19 No. 3,4)
435. Structuring the Review of Human Genetics Protocol s
Part 11: Diagnostic and Screening Studies

436. “Thereis no substantive due process right to
conduct human-subject research”: The Saga of
the Minnesota Gamma Hydroxybutyrate Study

September-October 1997 (Volume 19, No. 5)

436. A Relational Perspective on Ethics-in-Science
Decisionmaking for Research with Vulnerable
Populations

437. Some Overlooked Aspects of Consent Form
Readability

438. Reducing Postmortem Examination Refusal
by Families of Research Subjects

Mary S. Adams
Dennis A. Conrad

Becky J. Liddle
Elizabeth W. Brazelton

Jon F. Merz

Alison Wichman
Janet Smith
Déeoris Mills
Alan L. Sandler

Robert J. Amdur
Elizabeth Bankert

Ronald M. Green
Alvaro Pascual-Leone
Eric Wasserman

Bruce Gordon
Ernest Prentice

Kathleen Cranley Glass
Charles Weijer

Trudo Lemmens
Roberta M. Palmour
Stanley H. Shapiro

Dale E. Hammerschmidt

CeliaB. Fisher

Mark Hochhauser

Jennifer M. Phillips

30



November-December 1997 (Volume 19, No.6)
439. IRB Review of Adverse Eventsin Investigational Drug Studies

440. Ethical Considerationsin Human Investigation Involving Paradigm Shifts:
Organ Transplantation in the 1990s

January-February 1998 (Volume 20, No. 1)

441. Toward a More Comprehensive Approach to Protecting Human Subjects:
The Interface of Data Safety Monitoring Borads and Ingtitutional
Review Boards in Randomized Clinical Trails

442. EDITORIAL: The “Best Proven Therapeutic Method” Standard in Clinical
Trialsin Technologically Developing Countries

Mar ch-April-May-June 1998 (Volume 20, No. 2-3)

443. The IRB’s Role in Assessing the Generalizability of Non-NIH-Funded
Clinical Trias

444, The Placebo is Not Dead: Three Historical Vignettes

445, IRBs and Randomized Clinical Trials

446. Subject Selection for Clinical Trials

July-August 1998 (Volume 20, No. 4)
447. What Patients Say about Medical Research

448. Protocol Review within the Context of a Research Program

449. Medical Research with College Athletes: Some Ethical 1ssues
450. LETTER: Questions and Answers on Clinical Research

451. UPDATE: The Battle over Babies: International Research in Perinatal HIV
Transmission

September-October 1998 (Volume 20, No. 5)
452. Exception from Informed Consent for Emergency Research: Drawing on
Existing Skills and Experience

453. The Noninstitutional Review Board: What Distinguishes Us From Them?

Ernest D. Prentice
Bruce Gordon

Kenneth F. Schaffner

Valery M. Gordon
Jeremy Sugarman
Nancy Kass

Robert J. Levine

Charles Weijer

Peter Cohen

Curtis Menert

The Council on Ethical & Judicial
Affairs, AMA

Jeremy Sugarman
Nancy Kass
Steven Goodman
Patricia Perentesis
Praveen Fernandes
Ruth Faden

Franklin Miller
Donald Rosenstein

DenaDavis

Arlene M. Davis

Erica Heath

31



November-December 1998 (Volume 20, No.6)

453. Monitoring Informed Consent in an Oncology Study Posing Serious
Risks to Subjects

454, Attention to Difference and Women’s Consent to Research

455. UPDATE" Conference on Women as Research Subjects

January-February 1999 (Volume 21, No. 1)
456. A Reappraisal of Female Adolescent Participation in Drug Clinical Trials

457. A Case Study in Adolexcent Participation in Clinical Research: Eleven
Clinical Sites, Once Common Protocol, and Eleven IRBs

458. UPDATE: Mandating Research with Children

May-June 1999 (Volume 21, No. 3)
459. General Provisional Proxy consent to Research: Redefining the Role
of the Local Research Ethics Board

460. Selective Review of External Adverse Events: One IRB’s Response
to the Avalanch of IND Safety Reports

July-August 1999 (Volume 21, No.4)
461. Improvin g Informed Consent by Implementing Shared Decisionmaking
in Health Care

462. Children and Decisionmaking in Health Research

Abraham Fuks
Adrian Langleben
Benjamin Freedman

LisaA. Eckenwiler

Terry M. VandenBosch
Becky G. Ward
Debra Mattison

Audrey Smith Rogers
Donald F. Schwartz
Gloria Weissman
Abigail English

Daryl Pullman

Bruce Gordon
Ernest Prentice

Guy A.M. Widdershoven
Frank W.S.M. Verheggen

Francoise Baylis
Jocelyn Downie
Nuala Kenny

32



